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WHAT IS CLAIMED IS: 

1 . A stable isotonic reconstituted formulation comprising a protein in an amount of at least about 50 
mg/mL and a diluent, which reconstituted formulation has been prepared from a lyophilized mixture of a 
protein and a lyoprotectant, \^4ierein the protein concentration in the reconstituted formulation is about 2-40 
times greater than the protein concmtration in the mixture before lyophilization. 

2. The formulation of claim I vA^erein the lyoprotectant is sucrose. 

3. The formulation of claim 1 wherein the lyoprotectant is trehalose. 

4. The formulation of claim 1 which mrther comprises a buffer. 

5. The formulation of claim 4 w^herein tnb buffer is histidine or succinate. 

6. The formulation of claim 1 which fmh^comprises a surfactant. 

7. The formulation of claim 1 which is sterile.\ 

8. A stable reconstituted formulation comprising an antibody in an amount of at least about 50 mg/mL 
and a diluent, which reconstituted formulation has been prepared from a lyophilized mixture of an antibody 
and a lyoprotectant, wherein the antibody concentration in the reconstituted formulation is about 2-40 times 
greater than the antibody concentration in the mixture befi&re lyophilization. 

9. The formulation of claim 8 w^herein the antibody is m anti-IgE antibody. 

10. The formulation of claim 8 wherein the antibody is an Wi-HER2 antibody. 

1 1 . The formulation of claim 8 wherein the antibody is a full Ifength humanized antibody. 
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12. The formulation of claim 8 which is isotonic. 

13. A method for preparing a stable isotonic reconstituted formulation comprising reconstituting a 
lyophiHzed mixture of a protedn and a lyoprotectant in a diluent such that the protein concentration in the 
reconstituted formulation is a\ least 50 mg/mL, wherein the protein concentration in the reconstituted 
formulation is about 2-40 times greater than the protein concentration in the mixture before lyophilization. 

14. The method of claim 13 wherein the lyoprotectant is sucrose. 

1 5 . The method of claim 1 3 wherein the lyoprotectant is trehalose. 

1 6. The method of claim 1 3 wherqin the lyophilized mixture further comprises a bulking agent. 

17. The method of claim 13 wherein the protein is an antibody. 

18. A method for preparing a formulatioprScjmprising the steps of: 

(a) lyophilizing a mixture of a pWqp and a lyoprotectant; and 

(b) reconstituting the lyophilized mixture of step (a) in a diluent such that the reconstituted 
formulation is isotonic and stable and has a protmn concentration of at least about 50 mg/mL. 

1 9. The method of claim 1 8 wiierein the protein {concentration in the reconstituted formulation is from 
about 80 mg/mL to about 300 mg/mL. 

20. The method of claim 18 wiierein the protein concentration in the reconstituted formulation is about 
2-40 times greater than the protein concentration in the mixture before lyophilization. 

2 1 . The method of claim 1 8 wherein lyophilization is pel^ormed at a shelf temperature maintained at 
about 15-30'*C throughout the entire lyophilization process. 



22. An article of manufacture comprising: 
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(a) a container winch holds a lyophilized mixture of a protein and a lyoprotectant; and 

(b) instructions for\reconstituting the lyophiUzed mixture with a diluent to a protein 
concentration in the reconstituted formulation of at least about 50 mg/mL. 

23. The article of manufacture \of claim 22 wherein the protein concentration in the reconstituted 
formulation is about 2-40 times greatenthan the protein concentration in the mixture before lyophilization. 

24. The article of manufacture of claW 22 further comprisiag a second container which holds a diluent. 

25. The article of manufacture of cliim 24 wherein the diluent is bacteriostatic water for injection 
(BWFI) comprising an aromatic alcohol. \ 

26. A formulation comprising a lyophilized mixture of a lyoprotectant and an antibody, wherein the 
molar ratio of lyoprotectant: antibody is about\lOO-1500 mole lyoprotectant: 1 mole antibody, 

nig administering a therapeutically effective amount of 
le mammal has a disorder requiring treatment with the 

28. The method of claim 27 w^herein the formulation is administered subcutaneously, 

29. A formulation comprising anti-HER2 antibodyun amount from about 5-40 mg/mL, sucrose or 
trehalose in an amount from about 10-100 mM, a buffer and a surfactant. 

30. The formulation of claim 29 further comprising a bulking agent. 

3 1 . The formulation of claim 30 wherein the bulking agenVis mannitol or glycine. 



27. A method for treating a mammal com^ 
the fonnulation of claim 1 to the mammal, w^herer 
protein in the formulation. 



32. 



The formulation of claim 29 which is lyophilized and stable at 30° C for at least 6 months. 



33. The formulation of claim 3^hich is reconstituted with a diluent such that the anti-HER2 antibody 
concentration in the reconstituted ^rmulation is from about 10-30 mg/mL, wherein the reconstituted 
formulation is stable at 2-8° C for at le^st about 30 days, 

34. The formulation of claim 33 wnbfejA^the diluent is bacteriostatic water for injection (BWFI) 
comprising an aromatic alcohol. 

35. A formulation comprising anti-IgE antibody in amount from about 5-40 mg/mL, sucrose or 
trehalose in an amount from about 80-300 mM, a buffer and a surfactant. 



36. The formulation of claim 35 which is lyophilizV and stable at about 30° C for at least 1 year. 
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